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1 SCOPE AND APPLICABILITY
1.1 This SOP establishes the requirements for conducting, reviewing and approving VA research
submitted to the VA Central IRB that involves the use of vulnerable populations.

1.2 This policy applies to all VA Central IRB support statf, VA Central IRB members, i tigators and
all project team members involved in research reviewed and approved by the VA Cenh‘al",lRB in
which members of these vulnerable populations are participants.

Central IRB that involve research Wlﬂl vulnerable populatlons and oth
participants that may need additional safeguards.

the p11n01ples of respect for persons, beneficence, and
met. The VA Central IRB follows the poholes en vul

1.5 In accordance with VA and other federal req uements,“" earch participants considered categorically
vulnerable include:

e Pregnant women
e Prisoners

e Participants with i unpa

\decisionar_ij ! ng capacity
¢ Children ‘

Their involvement in a fesearch projectaequires that the VA Central IRB make additional
determinations fo’ensure adequate safeguax ds are included in the project by the investigators to protect

Participarits™
Studeﬁts and employees of the VA
Ter mmally ill participants

ﬁomlcally and/or educationally disadvantaged participants

1.7 The VA Central IRB will not approve any project in which a fetus, in-utero or ex-utero (including
human fetal tissue), is a research subject nor will it approve any research related to in vifro
fertilization.,
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1.8  Projects in which some or all of the participants are recruited from vulnerable populations as

2  DEFINITIONS

2.1

22

24

described in paragraph 1.5 are initially reviewed by the convened VA Central IRB and are not
reviewed under expedited review procedures, even if the project otherwise qualifies for expedited
review with the following exceptions:

e The use of p1 egnant women in mmnnal nsk studies mvolvmg survey resealch o

safeguaids are required beyond ensuring that a Legally Auﬂ
on behalf of the participant.

‘om havmg the opporuumy to participate in approved
-oh Bited from participating by VA or other

requirements.

i ’s affirmative agreement to participate in research. Mere failure to object
shoul:* not, abserit:affir matlve research, be construed as assent (45 CFR 46.402(a)).
& ,\jesealch as§ént is also used in context with adults with impaired decision making capacity.

Children a sons who have not attained the legal age for consent to treatments or procedures
involved i m the research, under the applicable law of the jurisdiction in which the research will be
ducte (45 CFR 46.402(a)).

Cognitively Impaired refers to persons having either a psychiatric disorder (e.g., psychosis, neurosis,
petsonality or behavior disorders), an organic impairment (e.g., dementia), or a developmental disorder
(e.g., mental retardation) that affects cognitive or emotional functions to the extent that capacity for
judgment and reasoning is significantly diminished. Others, including persons under the influence of or
dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain,

CONTROLLED COPY
VERIFY REVISION STATUS OF BOCUMENT BEFORE USING




Voterans L B Health Administration Research Involving Vulnerable

—Development Populati.ons and O.tl.ler Special

| Categories of Participants

Improving Veterans LIves = www.research.va.gov

Document No.: RD-IRB-SOP 106 Revision: || Effective Page 4
00 Date: Oct. 24, §j of 16
2013

25

2.6

2.7

2.8

29

terminally ifl patients, and patients and persons with severely disabling physical handicaps, may also be
compromised in their ability to make decisions in their best interests (Office of Human Research
Protections (OHRP) Guidebook, chapter 6, section D). For.the purposes of this SOP, the phrase
“impaired decision-making capacity,” is synonymous with “cognitively impaired.” Cognitive
impairment may be temporary, permanent, or may fluctuate over time.

Fetus refers to the product of conception from the time of implantation until delivery (VB
Handbook 1200.05).

either thr ough a mixture of donor human sperm and ova or by any oﬁi
1200.05).

Legally Authorized Representative (LAR) is an individual:
under applicable law to consent on behalf of a prospective sub

T def med in a penal institution. The term is
stltution undeL a crnmnal or civil statute

individuals detained in other faciliti
alternatives to criminal prosecution

dministrator is responsible for ensuring that a VA Centr al IRB member, or an
0 has expenence w1th the defined vulnerable populatlon or other specnal class of

specialize lRszztlammg pertaining to speolﬁo research projects as needed when vulnerable subjects
will be imﬁ'oived.

an info}med and 111dependent choice about whether to participate in the project. If there are groups or
individuals who may be subject to coercion or undue influence, or the participants have impaired
decision-making capacity, the IRB must evaluate whether there are additional safeguards included in
the research project and whether they are sufficient to protect the rights and welfare of the
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participants. The members will also ensure that the additional protections and safeguards reduce the
potential for coercion or undue influence.

3.4 The VA Central IRB Co-Chairs share responsibility for requesting specialized training for the IRB
members concerning a certain vulnerable population.

3.5 Investigators are responsible for completing the applicable vulnerable population’supplemient and
submitting it with their project application package and/or including in the protocel any additional
safeguards the VA Central IRB determines to be necessary to protect the Vuine
used in the reseaich.

PROCEDURE

4.1 Receipt of a Project Application Involving a Vulner'ab
Participants.

4.1.1 Upon 1ecelpt ofa pr oject app11cat1011 the VA

4.1.2 Ifthe pr ojecft involves
deﬁned in paiagraph 1.6, ,epalate vulnerable population supplement is not 1equned The
E: M nager and/m Rewewel ver ifies that safegua1ds and plotectlons for these

wquen, prisoners, children, participants with impaired decxsmn—makmg capacity, and
ec;énomically and/or educationally disadvantaged participants.

4.2  Research Involving Pregnant Women. Whether a project can be reviewed using expedited review
procedures, if it otherwise qualifies for expedited review, or whether it must be reviewed at the
convened IRB depends upon whether pregnant women are the focus of the research.
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42.1 If pregnant women are the focus of the study or if any of the study interventions may affect
the health or welfare of the either the mother or the fetus, the investigator must complete VA
Central IRB Form 110a, Vulnerable Population Supplement (Pregnant Women)- Attachment
2 and the project must be reviewed by the convened IRB. The VA Central IRB uses this
supplement and all the other documentation provided by the investigator to determme whether
the add1t1onal safeguards 1neluded in the plO_]eCt are adequate to protect the \ *1i

4.2.2

completion of mail surveys or phone interviews, then the stud=
expedited review process if it otherwise qualifies.

4.2.3

.‘c)ﬁtiucted by VA
-site facilities unless a

43 Research ]nvolving Prisoners. Research invoivingf“:%

Suppll-elﬁentg‘(Pl isoners) (Attaehment 3) and submit it the
t_hqe?pl oject documentation.

4.3.2  When the convened TR reviews 1e __arch that involves prisoners as participants the following
conditions 11 “st\be me

v rals who are pnsoneLs or prisoner representatives must be at the
eeting when the project is reviewed.

ssd‘éjiaﬁon with the prison involved, apart from their membership on the IRB.

he. VA Cent: al IRB must verify that the biomedical or behavioral research involving
prisofirsias par t101pants involves one or more of the criteria as specified in 45 CFR 46.306 for
thé use prisoners in human subjects research.

The VA Central IRB may approve research involving prisoners only if it determines that all of
the criteria as specified in 45 CDR 46.301 through 46,306 are met. The determinations made
by the VA Central IRB are documented in the meeting minutes and the VA Central IRB
decision document.
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4.3.5 Ifan investigator becomes aware of a participant who becomes a prisoner after enrollment, the
investigator must notify the VA Central IRB immediately and the following actions must be
taken:

4,3.5.1 The Principal investigator must submit a written notification to the VA Central IRB
Co-Chair. The notification must include a determination by the investigator that it

4.3.6

44

tilnerable population supplement is required. However, the VA Central IRB will ensure
thit requirements for permission by parents or gualdians and for assent by children are in
accmdance with Subpart D regulations, and as is determined by state or local law for the
jiitisdiction in which the research will take place.

4.42.1 Indetermining whether children are capable of assenting, the VA Central IRB shall
take into account the ages, maturity and psychological state of the children
involved. Ifthe VA Central IRB determines that the capability of some or all of
the children is so limited that they cannot reasonably be consulted, the assent of the
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children is not a necessary condition for the approval and conduct of the research.
Additionally, even where the VA Central IRB determines that the children are
capable of providing assent, it may still waive the assent requirement if all of the
following conditions are met:

e The waiver of the assent requirement will not adversely:
and welfare of the children:
e  The research could not practicably be cartied out:
¢ Whenever appropriate, the children will be provided
pertinent information after participation.

additional

i d,'(gi‘i: s}i‘g}] détermine
pon the age of the

4422  Where the VA Central IRB determines that assent is
whether and how the assent must be documénted dependi
child and the design of the study.

4423 The VA Central IRB may detetmme that the permission of-one parent is sufTicient
for studies described at Subpazt D; 46.404 and 46.405 For studies described at
46.406 and 46.407 permissi is fequired. Permission by parents or
guardian will be documenféd 1t danﬂ - with VA Central IRB SOP 105,
Informed Consent Requnements

443 The VA Central IRB will gloselygle\flﬁw the site apphcatlons for all sites where research with
children will be conductegd to e 1s" e thatith 'te Has appropriate facilities for caring for
children as applicabl 2

mber or adhoc advisor having appropriate pediatric expertise must be
the VA Central IRB when any project involving children

4.4.4 A VA Central IRB

paired Decision-Making Capacity. In order for the research
& - A Central IRB meeting, there must be at least one member in

0 has® expet ience With the cognitively impaired and at least one member who has
g:type’of research being reviewed. One member may meet both requirements if
quahﬁ d. VA Ceiitral IRB ‘members are provided training related to specific research populations,
‘suoh dSipersons with, Impaned decision-making capacity.

451 F or all’pijects involving participants with impaired decision-making capacity, even if these
paLtlcipautS are not the focus of the study, the investigator must complete and submit VA
Centl al IRB Form 110c¢, Vulnerable Population Supplement (Impaired Decision-Making

‘apacity) -Attachment 4 and submit it with the rest of the required project documents.

4.5.2 Individuals who lack decision-making capacity may be enrolled in a study if all the criteria as
specified in VHA Handbook 1200.05, paragraph 49d are met.
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4.5.3 Ifall the VHA Handbook 1200.05 criteria are met, the VA Central IRB may approve the
inclusion of individuals in the research who lack decision-making capacity on the basis of the
study team obtaining informed consent from the participant’s legally authorized

representatives. Before approving the study the VA Central IRB must consider the following
and document its deliberations in the minutes:

_ assent
¢ Determine whether any additional safeguards need to

member of the research team), to determine the md1v1dual
consent. This evaluation must be performegi 4s described

4541 If the 111d1v1dua1 is deemed to lack dec ‘{on-makmg capacity at the time of their

' RB may give spemal consideration to continuing review
“may 1equne more frequent review.,

° Tlie iiidividual has been ruled incompetent by a court of law
5,6 Ifthele is any question as to whether or not a potential adult subject has decision-making
apacity, and there is no documentation in the medical records or the individual has not been
ruled incompetent by a court of law, the investigator must consult with a qualified practitioner
(who may be a member of the study team) about the individual’s decision making capacity
and the results documented before proceeding with the informed consent process.
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4.5.7 If an individual with decision making capacity is enrolled in a study, the VA Central IRB in its
review of the project determines whether an assent process is required. If required, the VA
Central IRB determines whether the plan for assent is adequate. Even if the VA Central IRB
does not require assent, no participant that does not give assent may be forced or coerced to
participate, even if the legally authorized representative consents for the participant.
Investigators should also explain the proposed research project to the prospective partlclpant
when feasible, even if the surrogate gives consent.

4.5.8 'The VA Central IRB will also determine 1f the mvestlgator has an, adequa Ian tod grmine
capacity is impaired.
4.5.8.1 Procedures must describe how participant’s 1

regarding their roles and obligations to prot
with impaired decision making capaclty

be told that their obhgaﬁqn 157
competent ot 1f the pamclpant’

3:also evaluates other populaﬁons where cultural
1ble to undue influence or coercion, such as Native Americans.

al vulnera e populatlcm supplement required by the VA Central IRB for
he VA Central IRB 1ewews the potentlal risks and benefits of each

4.6_.2.1 Students and Employees. When directly solicited to participate in a project, the VA

2 Central IRB will ensure the following safeguards are in place as applicable:

4.6.2.1.1. Anyone with an employment or academic relationship to the VA will
be informed that their participation in the project, or refusal to do so,
will in no way influence their employment, ratings, or subsequent
recommendations. The involvement of students or employees in the
project requires a disclosure in the informed consent form
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acknowledging that refusal to participate will have no influence on
their academic progress or employment status.

4.6.2.1.2 The VA Central IRB will ensure that students and employees are not
subj ect to tmdue influence or coercion The 1elationship of the

and men“ially capable of giving informed consent but physlcaliy unable
to sign the form. The VA Central IRB can add additional stipulations
epending upon the capabilities of the study population and the
research design.

The investigator must specify on the Local Site Investigator Application
if there are any state and local laws that govern how an illiterate subject
is to “make their mark * or how a literate person who cannot physically
sign the form, indicates consent if this differs from that approved as
part of the PT Application.

4,623 Non-English Speaking Participants. Most VA research involves Veterans as subjects.
Veterans by the nature of their service are deemed fo be proficient in English but
exceptions may apply and will be considered by the VA Central IRB as applicable,
such as older Veterans residing in Spanish-speaking areas, i.e., Puerto Rico.
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4.6.23.1  Ifthe involvement of participants who do not speak or read English is
proposed (this would mainly involve family members of Veterans), a
translator will be present to assist in the consent process and act as
witness. A professional translator is preferred. In no case should the
translator be a family member of the prospective subject.

46232

has aheady been approved and the tiansi'étl"
translator. 5

46233 Other situations will be 1'eviewe

The VA Central IRB

1sadvan’taged Participants.

1ts,mv01ved such as answering questlons or ﬁ]hng out a
questiohnaire to determine if they understood the concepts relayed.

or potential participants who are economically disadvantaged, the VA
Central IRB will pay particular attention to any payment that may be
offered for participation in the project to ensure it is reasonable and of
such a nature that it would not be a factor in causing an undue
influence on the participant.

4, 6 2 6 Telmmally 111 Participants. Terminally ill patients may be considered a special class
of participants that may be subject to undue influence or coercion based on their
lack of alternatives. Investigators will ensure that the nature, magnitude, and
probability of the risks and benefits of the research are identified as clearly and as
accurately as possible. Accurate information concerning eligibility for
participation, treatment options, and risks and benefits will be conveyed clearly and
in a manner that will not either engender false hope or eliminate afl hope.
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4,63 Although pamupants may not be considered a vulnerable population or special class of
participants in federal regulations, the VA Central IRB require additional p10tect10ns for
certain participants based on the design of a particular study. If this determination is made, it
will be documented in the minutes and the project approval leiter.

Additional Safeguards. After reviewing a project, the VA Central IRB may 1equ1re itional
safeguards to protect the rights and welfare of the participants. Some of these me nay include
but are not limited to the following:

4.7.1 Require a reduction in payment or a change in the form of pay ent given.

4,72 Involvement of family members and caregivers in the consent pr ‘and/or 3 requirement for

periodic re-consent.

5

applopuate [ﬁg)j :
clinical studies, "

5.1.1. The ViA:Géntral IRB will document its review of safeguards and that the use of a particular
Vlﬁnerable population or special category of participant as applicable is approved in the final
pr OJect approval letter for all projects and in the VA Central IRB minutes as applicable for
studies reviewed at the convened IRB.

5.1.2 Reviewers will complete applicable portions of Reviewer Checklists for all special or
vulnerable populations proposed for use in a study.
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5.1.3  Investigators will complete the applicable Vulnerable Population Supplement (See

Attachments 2, 3 and 4), as well as the applicable sections of the VA Central IRB Form 108
concerning the proposed use of these populations and the safeguards to be employed. In
addition, the protocol must contain this information as well.

¢ REFERENCES

6.1

38 CFR 16, Department of Veterans Affairs, Protection of Human Subjeéts

1 Revision:

|| Description:

“ Date:

00

Original

10/24/13
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Attachment 1

hanager Completes
Adimin Review

r 3

Does Projed lndude
Vulnerabls Popuiation?

is Manager contacts Study
‘Applicable Vulnerable 2| Team lo complale
Populsfion Supplemenl "1 andsubmit applicable
Part of Application, el

supplement

s - Daes Doss project Frocess under Expedited
Yulnerable Popufation prefect recruit Ttherwise requirs review by N Roview Procedures
Being Targated for Prisanais or Children? the convenedIRB? o—] per SOF 110
Recritmant?
Scheduls for vevlew by
convened RB;
I1RB Adm; i
vulnerable popufa'hen
representative is present A 4
o, Dosument revies of tse:
e of vulnerable popiiation
in Reviewer Checkiist
Gocument Ihe determination o |
the use of vulnerabe popidations
in the mecting minutes « ol

Lf, Document results of review
'\\ In IRB decision document

5_‘ Revised 9:20713 (2:002m) —gn.
HOTE;; PROCESS LIVKS BAGK 70 SOF 108 FOR ADMRISTRATIVE DOCUNENZATION
¥
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Attachments

2. VA Central IRB Form 110a, Vulnerable Population Supplement (Pregnant Women)
hitps://vaww.ord.portal.va.gov/sites/comm/admin/quality/default.aspx

Making Capacity)
https:/ivaww.ord.portal.va.gev/sites/comm/admin/|
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Central

VA Institutional Review Board for Mulilsite Studies

This form must be included with all project applications that target pregnant women for
recruitment, for studies in which the risk level is greater that minimal and pregnant women are not
excluded, or for any project in which there may be increased risk to the mother or fetus due to
study interventions or procedures.

I. Study ldentification

Title of Study

Principal
Investigator/Study Chair

[l. Requirements for the Use of Pregnant Women in Research

The investigator must provide a response for each question or statement

below.

YES | NO | N/A

1.

Are pregnant women the focus of the research? If yes, all of the following
guestions or statements must be answered yes. If no, skip to question 9.

2.

Where scientifically appropriate, have preclinical studies including studies
on pregnant animals and clinical studies including studies on non-pregnant
women, been conducted and do they provide data for assessing potential
risks to pregnant women and fetuses? A description of such studies
should be included in the project application.

The risk to the fetus is caused solely by interventions or procedures that
hold out the prospect of direct benefit for the woman or the fetus; or, if
there is no such prospect of benefit, the risk to the fetus is not greater than
minimal and the purpose of the research is the development of important
medical knowledge which cannot be obtained by any other means.

If the research holds out the prospect of direct benefit to the pregnant
woman, the prospect of a direct benefit both fo the pregnant woman and
the fetus, or no prospect of benefit for the woman nor the fetus when the
risk to the fetus is not greater than minimal and the purpose of the
research is the development of important biomedical knowledge that
cannot be obtained by any other means, the pregnant woman's informed
consent is obtained in accordance with the informed consent provisions of
38 CFR 16.1186, paragraphs 30-35 and 45 CFR 46.204(d).

Each individual providing informed consent is fully informed regarding the
reasonably foreseeable impact of the research on the fetus.

s any risk the least possible for achieving the objectives of the research?

There are no inducements inciuded in the research, monetary or
otherwise, that will be offered to terminate a pregnancy.

Individuals involved in the research will have no part in any decisions as to
the timing, method, or procedures used to terminate a pregnancy.

O O

Individuals engaged in the research will have no part in determining the

8.
viability of a neonate. L]

g Describe any additional protections and safeguards in the protocol for the use of pregnant
women:

Page ! of 2
VA CIRB Form 110a
Updated: September 23, 2013




1. Investigator Certification

The principal investigator must check each box and sign and date the form. -~

] | understand my responsibilities to follow all applicable VA And federal requirements to
protect the rights and welfare of this vulnerable population.

I understand that the informed consent requirements described in VHA Handbook 1200.05

[] concerning this vulnerable population are not intended to preempt any applicable federal,
state, or local laws that require additional information be disclosed for the informed consent

o be legally effective.

| agree to follow all additional protections and safeguards for this vulnerable population as

[] | described in this project and as required by the VA Central IRB and | will ensure my project

team is informed of these protections, safeguards, and requirements.

Signed ' Date

Page20f 2
74 CIRB Form 110a
Updated: Sepiember 23, 2013




Central
b T2

VA Institutional Review Board for Muliisite Studies

This form must be inciuded with all project applications that invoive prisoners as potential
participants or be submitted with a Request for an Amendment if a subject becomes a prisoner
during the course of the study and it has been determined it is in the best interest of the subject to
be continued on the study.

I. Study ldentification

Title of Study

Principal Investigator

il. Protections and Safeguards Included in the Project

The investigator must provide a response for each question or statement
below. All responses must be answered as “Yes” or “N/A” if this vulnerable YES | NO | N/A
population is to be included as participants in the project.

1. Are there any possible advantages to the prisoner from his/her
participation in the research when compared to the general living
conditions, medical care, quality of food, amenities, and opportunity for
earnings in the prison that would impair the participant's ability to weigh
the risks of the research against the value of such advantages?
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2 Are the risks invoived in the research commensurate with the risks that
would be accepted by non-prisoner volunteers?

3. Are procedures for selection of participants within the prison fair to all
prisoners and immune from arbitrary intervention by prison authorities and
are these procedures described in the project?

4. If control groups are going to be used, will the control participants be
randomly selected?

5. s the information presented in a language understandable to the general
prison population?

6. Does the informed consent document clearly state that participation in the
research will not affect parole decisions and has the investigator trained
prison authorities in this requirement?
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7. Ifthere is a need for follow-up examinations or care of participants after
the end of their participation in the research, has adequate provision been
made for such examinations or care considering the length of the | 4 1
individual prisoner sentences and are these provisions described in the
protocol?

If additional protections and safeguards are included in the project and are not described above, please
detail them below.
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lil. Category of Permissible Prisoner Research

The investigator should check the appropriate box below to indicate the category of perm:ss:ble
prisoner rasearch to which the study pertains

The research is minimal risk and no more than an inconvenience to the participants. It
involves the possible causes, effects, and processes of incarceration and of criminal
behavior.

The research is minimal rigsk and no more than an inconvenience to the participants. It
involves a study of prisons as institutional structures or of prisoners as incarcerated persons.

The research is a study on conditions particularly affecting prisoners as a class, i.e., social
and psychological problems such as alcoholism and drug addiction.
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The research is a study con practices, both innovative and accepted, which have the intent
and reasonable probability of improving the health andfor well being of the participants.

[

This is an epidemiologic study. The sole purpose of the project is to describe the prevalence
or incidence of a disease or condition by identifying all cases or to study the potential risk
factors associated with a disease or condition. The research presents no more than minimal
risk and no more than an inconvenience to the participants. Prisoners are not a particular
focus of the research.

The research involves a project participant that became incarcerated after enrollment in the
Project. Itis to the benefit of the project participant to remain enrolled in the project.
If yes, please justify:

IV. Investigator Certification

The princip;I investigator must check each box and sign and date the form.

[

| understand my responsibilities to follow afl applicable VA and federal requirements to
protect the rights and welfare of this vulnerable population.

]

| wilt ensure all the project team members are trained in the additional protections and
safeguards that are to be afforded this vulnerable population as stipulated in this supplement
and as may be further mandated by the VA Central IRB.

| understand that | must receive a waiver from the Chief Research and Development Officer
per VHA Handbook 1200.05 for conducting research with prisoners as participants after |
have obtained approval from the VA Central IRB and the local R&D committees prior to
beginning any research on prisoner participants. The only exception is if the VA Central IRB
Co-Chair approves the continued participation of a participant who becomes a prisoner after
enrollment in a project if it is determined to be in the best interests of the participant until the
VA Central IRB had made a decision on the amendment.

Signed Date
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VA Inatitutional Review Board for Multisite Siudles

This form must be included with all project submissions unless individuals with impaired decision
making capacity are excluded from the study.

I. Study ldentification

Title of Study

Principal Investigator

Il. Eligibility for Enroliment

The investigator must check the applicable boxes as indicated.

a. The proposed research entails one of the following:

] No greater than minimal risk to the subject.

The research presents some probability of harm but there is a greater probability of direct
] p

benefit to the participant.

The research is greater than minimal risk and there is no prospect of direct benefit to
] individual subjects but the research is likely to yield generalizable knowledge about the

subjects disorder or condition that is of vital importance to the understanding or
amelioration of the subject’s disorder or condition.

b. Please check which of the following requirements for the inclusion of individuals with impaired
decision-making capacity is met by your study purpose and design.

The disorder leading to the subject's decision-making capacity is being studied, whether

C] or not the lack of decision-making capacity itself is being evaluated, but only if the study
cannot be performed with only persons having decision-making capacity.
The subject of the study is not directly related fo the individual's lack of decision-making
] capacity, but a compelling argument can be made for including individuals who fack

decision-making capacity in the study.

Provide justification for the box you checked above:
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_III Additional Safeguards

tnvolvement of thas popuiat:on

a. Is there a description in your protocol detailing how an individual’s decision-making capacity is
determined prior to enrclling the participant in the study?

[ Yes [] No. If no, specify what the plan is:

b. Does the protocol contain provision for obtaining assent of the participant and to respect any
dissent of the participant?

[J Yes [ No. If no, specify what the plan is:

c. Does the protocol detail adequate provisions for informing the participant’s legally authorized
representative of the roles and responsibilities of the legally authorized representative and for
providing the legally authorized representative with all the information that would have been
provided to the participant?

[ Yes [] No. If no, specify what the plan is:

d. Does the study involve participants with temporary or fluctuating impaired decision-making
capacity?

1 Yes ] No

If yes, is there a plan for re-consenting subjects detailed in the protocol after the participant regains
decision- making capacity?

1 Yes [] No. If no, specify what the plan is:

e. Please provide information on any additional safeguards included in the protocol to protect
this vulnerable population:

V. Investi_c_;ator Certification

The principal investigator must check each box and sign and date the form.

| understand my responsibilities to follow all applicable VA and federal requirements to
protect the rights and welfare of this vulnerable population

I understand that the informed consent requirements described in VHA Handbook 1200.05
concerning this vulnerable population are not intended to preempt any applicable federal,
state, or local laws that require additional information be disclosed for the informed consent
to be iegally effective.

| understand VHA Handbook 1200.05 describes the entities allowed to provide surrogate
consent for research purposes unless otherwise specified by applicable state law.

| agree to follow all additional protections and safeguards for this vulnerable population as
described in this project and as required by the VA Central IRB and | will ensure my project
team Is informed of these protections, safeguards, and requirements.
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Signed Date
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